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Please find below and or attaehed an OtTiee communication concerning this ap|ilication or proceeding. 
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The MAILING DATE of this rommunication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTCRv F RIOD FOR RtPLY IS SET TO EXPIRE 1 MONTH(S) FROM 

THE MAILING DATE OF T H.-. ( ^ V JNICATi^: -N 

- Extensions of tirre :r3. D'-- i, : ■ -■ ■.. --n- -f " eve-' hcr;eve- -a ,■ a reply be tirnelv fNed 
after SIX (6) MON "MS • c • i-- ■ 

- If the period for rep.yb^cL, It. . ..-(..,..■..■ ^[..i.ioi > :r„r„iT;.;,; :n,iiy ^ jOj days w;l, coiibiouita ;,(nt,y 

- If NO period for rep^- Sf-:^:'-.: *■ s\--2 ■ "^d .:-d will expire SIX ..61 MONTHS from the mailing date of this corrimumcation 

- Failure to reply within the Sdt c -.--n:. 1 : ply ,v itute :a.,^r ' ir application to become ABANDONED (35 U S C § 1 33) 

- Any reply received D> -e (^f!K ■■ ■ ■ • ■■ s -r-- ■ n ■ ■ ^ commLM-icaiic; f vneiy ti.ed -lay ;e;Tuce d-v 
earned patent term adj.-st nen; S - 

Status 

1)D Responsive to conimunic .::cnis) filed on . 

2a)n This action is FINAL 2b)r^ This action is non-final. 

3) 0 Since this application is in cunaiiion foi anowance except for formal matters, prosecution as to the merits is 

closed in accordance v.n, ; : .ractice ..nder Ex ijone Quayle, 1935 CD. 11, 453 0,G, 213. 
Disposition of Claims 

4) ^ Claim{s) 1-13 is/are pending in the application. 

4a) Of the above claimfs i _ is/are withdrawn from consideration. 

5) 0 Claim(s) is.'r'-p aUn'-'-d 

6) 0 Claim(s) is v^. rt e 

?)□ Claim(sj ib .i . c j- 

8) ^ Claim{s) 1-13 are suLie.:i ; . , li ictioii anu/or election requirement. 
Application Papers 

9) Q The specification is oh pcte ■ to iiv/ the Examiner 

10)0 The drawing- s) -ilea c _ _ - -■e: : ^ c;Ge; tea c ■ hO objected to by the Examiner. 

Applicant may not recMr.-yt i i; hi v objecntm lo the arawing(s) be held in abeyance. See 37 CFR 1.85(a). 
11 )□ The proposed drawing corrtction filed on is: ajD approved b)^ disapproved by the Examiner. 

If approved corrected draw -ns .-re required ;n reply to this Office action. 

12) 1111 The oath or declaration is or.iected to by the Examiner 
Priority under 35 U.S.C. §§ 119 and 120 

13) n Acknowledgment is .-^ade ' a -^'nim for '-'eign pno-ty under 35 U S C. § 119(a)-(d) or (f). 

a)n All b)n Some * c ' — - -f: 

1. n Certifiea copie *' • . 'ity doc .r^ents havo been received. 

2. n Certified copie' . ' ; ity doc . ents hs;-. been received in Application No . 

3. n Copies of the cerntit ) cooies of tr^e ononty aocuments have been received in this National Stage 

apphc^^in- '-nr ■ ^ ' *ernatic'^^- Bireai; ' ^CT Rule 17 2(a)). 
• See the attached . '. c tic f: . st jf ; certified copies not received. 

14) 0 Acknowleugn : - , ^ i fc ■. r-si pi . i;y under 35 U S C § 1 1 9(e) (to a provisional application; 

a) □ The translation c- :'ie ■ ■■^r-y-] language provisional application has been received. 

15) n Acknowledgment is nic^dc^ c ^ c-aim for doniestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1) n Notice of References C.;e.; f : 1 2 4) □ Interview Summary (PTO-41 3) Paper No(s) 

2) 0 Notice of Draftsperson s Patent ' M V .v(Pro-' -: - 5) □ Notice of Informal Patent Application fPTO- 1 52-! 

3) Information Disclosure Stater-e-^'isMr-^-Mdg) Paper No s) 6)0 Other: 
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1).: VIM i) A( HON 

Tho an unil J lor iWi.. application has changed. Applicanl(s) arc hereby 

informed inai iiitutv - i -: >'ndcncj Miould nc dii-eeled lo Art Unit 1631. 

Lk' ctio 11/ R c strict ions 
Restriclit)!! Lo one ofihe ioilovving nuentions is required under 35 U.S.C. 121; 

I. Claim 1. drawn lo an isolaled polynucleotide, classified in class 536, subclass 

1 . this C- ^ ; clectc;'. 'lien ihc Ix^low summarized sequence election is 

al-^>. > rc'.aii: e. ' 

II. Claim d|-;t^\^ ' ■ - i^oK peptide, cla^^itied in class 530. subclass 350. If this 
(iioiip is cic'- ■ the hfii w sumnian/ed sequence election is also required. 

III. C'lainr^ 1. ' a mci! : ot inakmy a pt)l\ peptide, classified in class 435. 
subclass 69. 1 . I ; Group is elected, then the below summarized sequence 
election is also reqiiired. 

IV. Claim 5. drawn lo an antibod}. classilied in class 530, subclass 387.1. If this 
Ciroup is cIccIl\!. \\\^v\ the below summari/ed sequence election is also required. 

V. Ciami 6. di-.i\.i, iiielhod o. biiidiuL! a pol> peptide to an antibody, classilied in 
chiNS -1 v"^. s .■ . 1. ll il' V ' in L:p : .'lected. then the below summai-i/ed 
seciiiencc lLvlIom i.- ..Iso rccai.ied 

VI. Claims '^-'). iia' I ; * a meihod of deicrmining w hether a GENSFT gene is 
expressed wiih;:; a mammal, classified in class 435, subclasses 6 and 7.1. If this 
Group is elecied. ilien the below summarized sequence election is also required. 
Also, il'dns Group is elected, dien the below summarized specie election is also 
required. 



VII. Claim 1 0. dr;nvr \o a methotl of determining whether a mammal has an elevated 
or rediiceJ lc^ cl IliNSI^T Licnc expression, elassified in class 435. subclass 
69, 1 . If this (noup is elected, then the below summarized sequence election is 

als(^. rcLiiii'w: \i M'this ( Tciip l^ elecicd. then the below summarized specie 

VIH. Claims I 1-1". ci.i\mi lo a nioinod of iJLMitilying a candidate modulator of a 
<^>I .'^^^f I r cla.s-.i'cd iii cla.sN 435. subclass 7. 1 . If this Group is 

cl'.'CN' ih 'i . \\ siiM^'!] iri/cil scviLience election is also required. 

IX. Claim 1 3. drawn lo a method of producing a pharmaceutical composition, 
classified in cla^-. 5 i4, subclass 2. If this Group is elected, then the below 
summarized scci::cnLe election is also required. 

SctiiKiKi I : etiori lU (juiremcn t Applicable to All Groups: 

In addition. c;;c!-. Hip detailed abo\e I'cads on patentably distinct sequences. 
Hach sequence i^r wi ■ \ Jisiiiu-; i ocaase nicy are unrelated sequences, and a further 
restriction i.^ a|)[Tl.eJ n ^..^i, Group, l or an elected Group drawn to amino 
acid/polypeptide sequeiices. the y\pplicants must further elect a single amino 
acid/poh peptide seqnence, l or an elected Group drawn to nucleotide sequences, the 
Applicaiiis ninst elec : nn ie nucleic acid scLjuence (See MPLP 803.04). It is noted that 
the multiukle ol .scquci A^ >;ihmissions of examination has resulted in an undue search 
burden if more il:;;n . cic ac: ; .eqi ciKc i^ elected, thus making the pie\ ious 

waiver lor np n^ : ) . . ^ jcloic n : i sequences elTecti\ely impossible to reasonabh 
implemeni 



Nuclei uiJ^' ^v- ]: 1/ ■ . cnco^-'Tj difTc!\-;il proteins are structural 1>- distinct 
chemical .j;r > I ur.u , ii oi..' i.iother. I hesc sequences arc thus deemed 

to normal 1> cimishlu'j : :c;v'ndcnl ar.d dislinet in\ entions with the meaning of 35 L.J.S.C. 
121. Abseni e\ idcuce ;(> ilic coiUi-ar}. each such nucleotide sequence is presumed to 
represent an independeui and distinct invention, subject to a restriction requirement 
pursuant t(i 3,^ r s r^ i Mid 37 CKR 1 . 1 4 1 et seq. Examination will be restricted to 
only the cicctjj ncl| . !'. is adJ t:v)nally imicd that this sequence election requirement 
is a restriciioi: ■ : k\ ii i pecu j! -ction requirement. 

^pi i 1 - tioii k. t iiirimciU for Groups VI and VII: 

'111 is apiM;v„a;i> .. . :,;ainN j!;-;i;^s di reeled to the following patentably distinct 
species ot'the claimed ::/.criiion: 
Specie A: a method in\ oh ing polynucleotides 
Specie R: a mellind i-^'. ' 'Vi polypcitidcs 

Aj^pliLM!:: s ,\ :\ ' undci I'.S.C , 121 to elect a single disclosed species for 
prosecutir:: \\h\.'\: 1. ■ cl j.uv.y hall be restricted if no generic claim is 

flnalK^ held \c he .;P w ^ (\iriv; ::\. tlx- c':,!!iis in (iroups VI and VII are generic to 
the abu\ c ..r,c. ij . . ,.. . iiciiie ,; mJe;K:klence of polynucleotides \ersus 
polypeptides is because liic} are directed to different chemical types featuring different 
critical limitations. I he separate chemical types of these species are often separately 
characteri/ed and published in literature, thus adding to the search burden if all species 
were cxar/iiiic! ,o. prj. . -^iiu ih.i: ma\ connect two species does not pre\ent 

them from bciii^ eui.M, . distinc: I 'ccaiisc enough processing can result in the 



produclitin ol jn\ ccnipc ^:in>n tioni niioihcr composition as long as the processing is not 
limited in occurrences such as subti actions, additions, and enzymatic action. Thus, both 
species ofCiroun V! ;ip ! \ [| are intlcnendent and/or distinct invention types for 
restriction punioS''s 

/\ppiicani is iuh i-ci' ihat a reply to this requirement must include an identification 
of the species ihal is ^ i consorMri with ihis requirement, and a listing of all claims 
readable ;!;ci\m:i. in , : ^ si;'^^c., jciitN added. An argument that a claim is 

allowable oi- I'lai , , ; - ae generic is consnlered nonresponsive unless accompanied 
by an election. 

Upon tlie allowance of a generic claim, applicant will be entitled to consideration 
of claims to addition;:' - ■v-'.'s which ;ire written in dependent form or otherwise include 
all the li:v.;i;:l'rM> .V" ,11 ed lzci j; ic claim as pro\ided b}- 37 CFR 1.141. Ifclaims 
are added al'^-r \h / : ipp'L- ■ ■ an: 4 i::Ji:ate which are readable upon the elected 
species, MPf M S' ' 

Shoal i :;poi: .: crse (a' : le groa:iJ that the species are not patentabh' 
distinct, aj^plicaiu snou, i >iii^mit evidence or identity such evidence now of record 
showing the species lo he oln ious \ ariants or clearly admit on the record that this is the 
case. In either instance, if the examiner fmds one of the inventions unpatentable over the 
prior art. !hc c\ iJ jn, a i ih aission ii.a\ be used in a rejection under 35 U.S.Ch 103(a) of 
the other \ c: ,lu a. 

The i]n en;u)r,N a' c di ; . ach ' :\ : . the other because of the following reasons; 



The iri\ LM;'i. :is ( tups |I. Ml. \'\ i p^^I\ nucleotide species), and \TI 
(polynucleotide speeie^ ' [ M. V. \'! i '^ol> pepliJe species). Vll (polypeptide species), 
VIIL and !.\ | -n : | \ ideper ::■}[ irAciiLons because lhe>- are directed to different 

chemicaLind enii \ ; lardm , :. le cntieai iiniilalions therein. 1-or Groups 1. 111. Vi 

(polynucleolide speeie: i. ;i:id VI i (poi\ niicleotidc species); the critical feature is a 
polynucleotide, i or (iroups II, V, \ I (pol> peptide species), VII (polypeptide species), 
VIII, and IX: the cr'tic:'' •e:!ture is ;i poh peptide. For Group IV. the critical feature is an 
antibody ! he c^ n-!-' ; 'pai- I'c ^ ciiiieai ivkI enlit> i\ pes of the invention C iroups are 
often sep;ir;'iel\ c!i:m;;< ' - M^ and '^ii'dished i'^ literature, thus adding to the search 
burden it^ill ( noup^ \\ , : . -.amincvl i )geiliei\ Also, processing that may connect two 
Groups d-v's :: ; i\: j- i hi i: 111- er - iJered distinct because enough processmg 

can result m tno jn-ociLic .,.)!, nf an\ coinposuioii from another composition as long as the 
processing is not limited in occurrences such as subtractions, additions, and enzymatic 
action. I hus. the three ( uoupings: (iroups [1. IlL VI (polynucleotide species), and VII 
(polynucletUi Jc ^; wie- ' 'i. V. \'' ( x)l\ peptide species), Vll (polypeptide species). 
VIII, and IX |. .liui \ .iideperuienl and oi- ilistinct inveiition types for restriction 

purposes 

hnein^'i: ( L 111. ' ' ' pt iMi^K leotide species }, and Vll (polynucleotide 

species) v.r^ r^ij;. J ...-^ , ^t and : :-.>ees.>e.N ^'f use. The in\ enlions can be shown to be 
distinct if either ui' hoti. ilie follow ing can be shown: (1) the process for using the 
product as clanncd can he practiced w ith another materially different product or (2) the 
product as claimed can be used in a material! \ different process of using that product 
(MPI-r :^ S{i' V - :: ; :■. mstaiv. .mnc the Isnucleotide ol' Group I may be utilized in 



dislinct usages a.s ikcuv .i in ihoiip ill for a nicihod making a polypeptide, in a method of 
determining whether a ( il NSH'l gene is expressed within a mammal as in Group VI. in a 
method ordeleiiiiiiiing whether a inammai lias an elevated or reduced level of GENSET 
gene expivs^ion ,11 i ^..^ Vll. ui .ilieniati\ cly. in antisense therapy. All of these 
usages are JiMiii^ ' , r 1 ig Ji.^' :; '■. and JilVerent funetii^is thereof without 
overlapping search -\u. ■ ::!feiviii .uhiect ni:iner. This lack of overlapping searches 
documenis t!ie iinJiij . . , iuiniei i: ihe>' wcix' searched together. 

hv^c:iL:o:.. 1. II. \ . 1> j^.j): ide species). \'1I (polypeptide species), 

VIIL and I\ are rehiiCL, as product and processes ol'use. The inventions can be shown to 
be distinct if either oi- both of the following can be shown: (1) the process for using the 
product as chimied c;m^ piacticcd \' ith anotlier materially different product or (2) the 
product a^ ciinnn-i : :mi ^^ed in -i 11 nterialiN different process of using that product 
(MPEP § S()6.'f^(n)i : ':v instan! cise ihe P(d> peptide of Group II may be utilized in 
distinct usages ;is nejd ' '.■ Group V for a niclhod of binding a polypeptide to an 
antibod}.iiK ! i eruiii : w fed c .i ( il^NSf l gene is expressed within a 

mammal as 11; i iv< u \ : ...a meUhu of uetcriiiining whether a mammal has an elevated 
or reduced le\ el of Gl:N Si : I gene expression as in Group VII, in a method of identifying 
a candidate iiKxhilah r m ( iENSk f pol\ peptide as in Group VIII, in a method of 
producing a piianaa^vN compo i;ion as 111 (iroup IX. or alternatively, in cell growth 
inhibition studies. .\'! ' ''\ se u^ai'^'^ are distinct as requiring distinct and different 
functions the;.. ; a: h jrlappi >e.;;el, d.-e to differen: ^ubject matter. This hick of 

overlappn.L- . 1. . jnt .d. idi e burden 1 1^ lhe> \vei'c searched logelher. 



BccaiiNC . ^ . : ..ons arc Jisliiici loi the reasons given above and have 
acquired a separa' j Avr : a the art 'vcause of their recogni/ed divergent subject matter, 
restriction lor cxaniina' purpose^ as indicated is proper. 

Ann-Ka... : .lu . auii Ilk :_pl_\ to ;l as requirement to be complete must 
include an electioa of a.. ii;\ention U: be exannned even though the requirement ma> be 
traversed (37 C I K i . 1 - a a 

Applicant is rca ladad that upon the cancellation of claims to a non-elected 
invention, ihc nn aaioi a p nuist he amended m compliance w ith 37 CFR 1.48(b) if one 
ormoreofliic Laa i aiui' -anied nn cn ors is lU) longer an tn\ entor of at least one claim 
remainiuL: in !.ha : -a'i ; *■ ■ An\ aar. ;ndmc!i' M'in\'entorship must be accompanied by a 
request under ' 1 f* 'S' W) and h\ the fee required under 37 CFR 1.17(i). 

PapciN i L'laU a I ra ^ applicala^n inav he submitted to Technical Center 1600 by 
facsimile transmission. I'apers should be faxed to Technical Center 1600 via the PI G 
Fax Center located in Crs >ial Mall 1 . The faxing of such papers must conform with the 
notices publislied m tlu ofticial Ga/.ette. 1096 OG 30 (November 15. 1988). 1 156 OG 61 
(November i 6. ;^ I , ^ .57 (K; M ( i )eceu)ber 28. 1 993 )( See 37 CFR ^ 1 .6(d)). Fhe 
CMl FaxCc iiai luai ■ ' ither f "'f ) v)8-4.U2 or (703 ) 305-3014. 

Any iuquir) a(a iaaraing this a iminuniaation or earlier communications from the 
examiner ^a; al.! '-a :i . ' :o Car !; n S:ini!a "xhose telephone number is (703) 308- 
6043. The CN^amae a > '"inair^ ' a reached \londa\ through I-riday from 8 A.M. to 
4:30 P.M. 

If attempts lo reach the exannner by telephone are unsuccessful, the examiner's 
super\istMa \!:.a ,a A .! ird. aa ' a raaclxal on (703) 308-4028. 



''^i^> ;-iu..> . ,cral na oi iclaiiiig to the status of this application should 

be directed to I^cizal InsitLinients l^xaiiiiner 1 iiia Plunketl whose telephone number is 
(703) 305-3524 or the 1 cchnical (V^iter receptionist whose telephone number is (703) 
308-0196 



January 7. 2()i)^> 



